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DETAILED ACTION 

This is the initial Office action based on the 10/567459 application filed 
07/21/2006. Claims 76-97 are currently pending and have been considered below. 

Priority 

This application is a 371 of PCT/IE04/00107 filed 08/09/2004. Receipt Is also 
acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers have 
been placed of record in the file. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 02/07/2006 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Response to Amendment 

The amendments filed 02/06/2009 have been considered by Examiner. 
Examiner acknowledges the amendments to claims 77 and 89 and new claims 
96 and 97. 

Election/Restrictions 

Claims 81 and 94 have been withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected species, there being no allowable generic 
or linking claim. Election was made without traverse in the reply filed on 02/06/2009. 
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Specification 

The specification lias not been cliecl<ed to tlie extent necessary to determine tine 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. 

Ciaim Objections 

The following claims are objected to because of the following informalities: 

(a) It appears the same limitations are repeated twice in lines 5-1 1 of claim 78; 

(b) All Instances that state "and alternatively" and should state -or alternatively-; 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 78, 81-85, 90, 91 and 95 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The terms "advantageously" and "preferably" in the claims are relative terms 
which renders the claims indefinite. The terms "advantageously" and "preferably" are 
not defined by the claims, the specification does not provide a standard for ascertaining 
the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. Examiner notes that the terms "advantageously" 
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in patent applications filed in the United 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 76, 78-80, 82-84, 86-88, 90-93 and 95 are rejected under 35 
U.S.C. 102(b) as being anticipated by US 5,957,865 to Backman et al. (Backman). 

Regarding claims 76, 87 and 88, Backman disclose a elongated guidewire 10 in 
combination with a catheter (see title) for accessing a remote site in a subject, the 
elongated guidewire defining a longitudinally extending central axis through the center 
of step 31 extending axially between a distal end 22 and a spaced apart proximal end 
14, a distal portion of the guide wire adjacent the distal end along section line 2-2 being 
of substantially rectangular transverse cross-section best seen in Fig. 2 defining a pair 
of spaced apart major surfaces (w), and a pair of spaced apart minor surfaces (t) 
extending between the major surfaces. Backman discloses a central major plane and a 
central minor plane as illustrated by the dashed lines below in Fig. 2. Furthermore, 
Backman discloses where the rectangular transverse cross-section of the distal end 22 
is capable of being pre-bent into a desired orientation (col. 6, lines 36-45). Therefore, 
the distal end 22 is capable of being bent into a curved configuration in the central major 
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plane for forming an alignment portion (meaning, the distal end 22 is bent left or right in 
the orientation seen below in Fig. 2) at a degree greater than zero relative to the central 
axis. Note that the longitudinal axis of step 31 remains static as the distal end 22 is bent 
to form an angle in relation to the longitudinal axis of step 31 . 




Fid. 2 

I 

Regarding claim 78, 90, 91 , the guide wire is a material and of dimensions for 
retaining the bending of the distal portion in a curved configuration (col. 6, lines 52-56). 
The distal portion is manually bendable in a central minor plane when at least a part of 
the alignment portion is bent out of the central major plane because the distal portion is 
established as being made of a material that is flexible in multiple positions for 
navigation (col. 5, lines 56-61). Backman establishes the core wire 12, which includes 
the distal end 22, constructed of stainless steel (col. 4, line 56). 

Regarding claims 79 and 80, 92, 93, the major surfaces of distal end 22 can be 
seen converging in Fig. 1 as the minor surfaces are remain parallel to each other. 

Regarding claim 82, 95, the core wire 12 is seen as extending proximally from 
proximal end 14 to distal end 22 integrally as one piece (col. 4, lines 57-58) terminating 
at a distal end with hemispherical distal bulbous portion end 16. 
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Regarding claim 83, the guide wire comprises a sleeve 52/38 extending from and 
secured to the bulbous portion extending in proximal direction beyond the distal end 22, 
the core wire 12 extending through the sleeve. The sleeve terminates where it is 
secured to the core wire at 21 which is located intermediate the proximal and distal end 
of the guidewire. The sleeve is capable of being secured to the guide wire by soderlng. 
The transverse cross-section of the sleeve coincides with the periphery of the 
transverse cross-section of the bulbous portion because they have the same transverse 
cross-section. 

Regarding claim 84, the sleeve made of platinum (col. 57-60). 
Regarding claim 86, the elongated guide wire is a guidewire 12 for accessing a 
remote site as established under the summary and objects of the invention of Backman. 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 77, 85, 89, 96 and 97 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,957,865 to Backman et al. (Backman), as applied to claim 77 
above, in view of EP 0 773 037 to Bostrom el al. (Bostrom) cited in the IDS. 

Regarding claim 77, 89, 96 and 97 Backman discloses the limitations of the 
claims as stated above and that the distal rectangular end 22 may be bent into a 
specific angle chosen in accordance to a particular use (col. 6, lines 36-46). Backman 
does not expressly disclose where the angle is in the range of 30 to 90 degrees. 
Bostrom is a reference in analogous art that teaches a inner stylet having a non-circular 
cross-section (col. 3, lines 25-26) that is pre-bent to one side in a direction (col. 3, lines 
36-40) that can cover an angle in the range of 30 to 90 degrees (col. 4, lines 19-24). 
One having an ordinary skill in the art at the time the invention was made would have 
found it obvious to modify the guidewire of Backman to comprise the pre-bent 
configuration in the range of 30 to 90 degrees of Bostrom as the predictable result of 
employing a guidewire within a body with a pre-bent configuration would ensue. 
Therefore, a skilled artisan would have found the combination of Backman and Bostrom 
obvious. 

Regarding claim 85, Backman discloses where the sleeve is made up of a first 
longitudinal extending section comprising a tightly wound helical coil 52 and a second 
longitudinal extending section 38. Backman does not expressly disclose where the 
second longitudinal extending section is made of a plastic. It would have been obvious 
to one having ordinary skill in the art at the time the invention was made to make the 



Application/Control Number: 10/567,459 
Art Unit: 3736 



Page 8 



second longitudinal extending section to be made of plastic since it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SEAN P. DOUGHERTY whose telephone number is 
(571 )270-5044. The examiner can normally be reached on Monday-Friday, 9am- 
5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sean P. Dougherty/ 
Examiner, Art Unit 3736 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



